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L. BACKGROUNU 

The product, Sani-Wipe. (EPA Re:g. No. 9480-7). is an EPA-approved food contact 
smiace sm1itizer for use on hard, non-porous s:rtufaces •. lin a previous submission, the appEcant 
requested an am.eudmen:t to the registration of this product to ad!d claims for use of the product as 
a sanitizing wipe on hard, non-porous., food ·contact surfaces :i.t11. food service settings, re:Staurants; 
food pr.ocessing .wreas, an.d households. This data submission is part of the requested flna[ reports 
that the applicant is to submit in support. of the stated amend·ment. Th·e :studies were conducted at 
My·coscie,nce Labs, Inc. located rut 25 Vinage Hm ffitoad in Willington, Connecticut 06279 .. 

This data packa~e contained one s:tudy (MRlD No. 459330-01); and Statement ofNo 
Confidem~a] i ty C ~aims . 

II. USE DIRECTIONS 

The product ]s designed to be used for sanitizing hard, non-porous, food~oontact s:urface:s 
such a.') countertops; drain boar&. and non~ wood cutting b-oards. Dir·ections on the lru,lt ac:cepted 
]aibel (dated. July 3 ~ 2002) provided the fo Rowing in!fonnatilon regarding preparation and. use of ili.e 
pmduct as a food-contact surface san.i ti:zer: Pre-dean if surface i.s vis]b]y soiled. Wipe swfa.ce so 
that it remains visibly wet for 30 seconds. Let air dry. 

Th® directions ail so provided the following ins:tl'Uctions: Do not use to sanitize eating 
utensiLs, glassware., •Cookware~ and! food processing cequ:i.pme,nt. Do not: apply directly to any type 
of human food. Do not use for clieaning or sanitizing humall1. ,skin. Do n.ot: use as a diaper Vi<ipe' or 
for p®rsonal deansing. 

Ill. AGENCY STANDARDS FOR PRO POSEn CLAIMS 

on-Residual Sanitization ofHmd Immim.ate Food-Contact Surfac®s Using P:re-Saturated4 Single 
Use I owdeti:es 

Towelette products r·epresent a. unique cmnbination of antimicrobial chemical and 
app]ica:torj p:re-pac!kaged as a unit in fixed ]proportions. As such., the comp~ete product, a'>~ offered 
for sal~) should. be tested according t.o the direcuions for use to ensure lli.e producf s effecti. v·eness 
in sanitizing hard surfaces .. The standard. test methods avaHa.ble: (e.g .. , AOAC Germicidal Spray 
.Pmd.ncts Test, AOAC Gem1icidal and Detergent Sanitizing Action Method), if followed exactly, 
would not closely simulate the way a towe]ette product is used. Ag:ency guidelines recommend 

- , -

th& a simulated~use test be conducted by modifying the AOAC Germicidal Spray .Pmduc.ts Test. 
against St'ctphylococcus aureus (A ICC 6538) and. Escherichia coli (ATCC 1 [299) on two carrier 
surfaces: (1) stainless steel or glass, and (2} plastic with a rough surfa.ce (i.e .• plastic cutting 
board).. moculated carriers .shouldl be dried for 40 minutes at 30~3 7 ~T. Agency guidelines further 
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recommend that instead of spraying the inoculated surface of the carrier. the product should be 
tested by wiping the surface ofthe carrier with the srutum:ted tm.velette, and then su:bcul.turing the 
slides after a 30-second holding time. Liquid expressed from the used towelette should also be 
:subcuhurred. Tests are: to be conducted in triplicate. Three product sampl<tilS~ representing three 
different ibatches, one of \vhich is at least 60 days old, must be tested. Starting inocula must 
provide 75-125 x 106 CFU/mL on the pmalle] control surface. Additional organisms may be 
tested, using nvo batches of product. Acceptable r,esults must demonstrate a 99.99 9% reduction 
in the number of microorganisms within 30 seconds.. Subcultures ofthe liquid expressed from the 
used toweiettes should be negative for grm.vd1 .. The study report must provide systematic and 
complete descriptions of the tests employed and the results obtained. Label directions must state 
that the towelette nn1st be vjsibly \Vet (saturated) before use; and the treated surface must be 
visibly wet after use. Additionally, the labd must identify the recommended maximum surface 
wea to be treated, which must be reflectiv,e of the surface area tested in the study. The above 
Agency standards are presented in the April 12, 2001 EPA Memorandum, Draft Interim Guidance 
ibr Non-Residua] Sanitization of Hard Inanimate Food Con:tact Surfaces Using Pre-Saturated 
Towelettes. This guidance does not address products for use on utensils, g1asses; tbod 
containers, dishes. and food. processing equipment. 

IV. CO:MMENTS ON THE SUBMITTEID EFFI<CACY STUDIES 

I. MRID 4593.30-01 "Nke .. Pak Produ.ds, Inc. Effica·cy Study of Single Usc 
Impregnated Tow·elettcs for Use as a Sanitizer fo:r Non-Food Conta!ct Surfac,es,',by 
Richard E. Arsenault. Study conducted at Mycoscience Labs,, Inc. Study 
c~ompletiou dQte- April2, 2,003. 

This study was conducted against Shigella boydii (ATCC 9207). Two lots (Lot Nos. 
21149 EUS, 21097 EUS) of the product; Sani~Wipe were tested, The product was. tested as 
re,ceived, no preparation was necessary. Each 4ft.2 glass surface \Vas 11'loculated with 0.125 mL (.)f 
the prepared culture suspension so that the total. inocu lwn vo 1 ume was 1 . 0 mL per eight 6 n x 1 21

; 

sections. The inocuiu.m was spread uniformly over each surface section and dried at room 
temperature for 20 minutes prior to performing ilie te..':iting, One wipe (8 x 10 in dhnension) was 
used to wipe 4ft. 2 ofinocu]ated surface mea (consisting of eight 6 11 x ] 2 n sections). The wiped\ 
surtaces \Vere aUo"Wed to sit for 30 seconds and then were transferred to a ste{ie stomacher bag 
containing 3,000 mL of :sterial AOAC neutraUzer solution. 30 seconds after wiping the last 
surface, the vvipe was transferred to 200 mL of sterile AOAC neutralizer blank solution. The (8) 
composited surfaces and wipe were then immediately sonicated ·~o 5 minut·es. followed by 
agitation by hand. Surface and \vipe suspensions were assayed for surviving .numbers of 
mic11oorganisms using membrane fihration technique. Appropriate aHquots~ such as 3 mL and 30 
mL of the sample surfac~ extracts and 2 mL and 20 mL of the wipe extracts were :filtered tluough 
Individual :sterile bacterial retentive filters followed by a 50 mL rinse with AOAC neutralizing 
solution. The membrane filrers we-re trrmsferred to the surface of Tryptone Glucose Extract Agar 
plates containing 25 mL of A:O.A:C stock neutraHzer/L. the plate;S were incubated at 35 - 3 T1C for 
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a minllnun1 of48. hours and then V!l'ere enumerated. Controls included parallel controls,. 
neutralizer effectiveness~ and confirmation of the challenge micromgani.sm. 

V. RESUL'fS 

MRID Number: 459330·011 
T !lOSt O:rga nism: 
Lo•t tNlrnmber: 

Sliigel1u bOJ'flil on 4!ft. = Glass Sorrace 
2Jl49•!EUS 

I 

RcpUcaN :OIIutioo FilteAd CFUfFiJtel!' 

n S'llri":acc I :100 (30:mt) 2 

!)Wipe 1:10 (20mL) 2 

2) Surface 1 :100 (3.0:rnL) 1 

I 2) WiJI€ I :10 (2!1lmL) 0 

3} Surlace I: 100 (30rnL) 0 

3) Wipoc I : 10 (2/rJmL) 0 

P.a;raEiel Control 
Smtace .1:300,000 64 
Wipe I :2.,000;000 62 

~miD Number; 459~ll)!.l01 

Test Organism: Shigella bU]{lii on 4ft.l:Giass Surface 
Lot N umbe1·: 2J09'i' EUS 

I 
Replie~re Diluti&n FilteredJ CFIJIFilter 

]) Surface ] :]00 (30mL) 0 

1) Wipe ]:]0 (20mL) 0 

2) Surface ] :100 (3 0mL) 0 

2) Wipe ] :]0 (20mL) 0 

II 3} S1J1rface ] :]00 (30mL) 1 

I, 3} Wipe. ] :]0 (20tnL) 0 

I.ParaWieL Control 

J' Su~fac.e ] :300,000 6l 
W!pt: 1 :2 J.IOO,OOO 56 

CFU R.ecm•er.e.d Total CFU Redu:ctloo 
Re¢GVered I 

2J)l; w 
II 1.0 X ]IJZ .99.99% 

2.0x 101 

LOx ]0~ 

<U ~ w~ 99.99')11 
<LO·x 101 

<LO< x ] Q~ 

<tl X HF 99.991'1~ 
<1 J) X ]01 

I 
I' 

1.94x UF 1.43 x w~ I NA 
1.24x lOR 

l1' 

CFll R«l)vered Tota.ICFU Redudjon 
RecoveJ'ed 

<LUX ]0~ 
<U X ]01 >99.91f!A, 

<Uh 101 

<LOX ]Q! 

<LJ x w~ =>99.99"~ 
< LOx 10 1 

LOx 10~ 
<LI X .102 :::>99 .9~. 

<LOx 10 1 

4.44x 10~ 1.30 X [03 NA 
l1 X 1~ 
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VI. CONCLUSIONS 

1. The submitted efficacy data. (MRID No·. 459330-01) does indeed support the use ofth.e 

product Sani-Wipe, as a food contact surface sanitizer •1.vh.en tested against Shigella boydii in the 

pres,ence of a 5% organic soil Joad on a 4ft.2 glass sttrfh·ce for a contact time of30 seconds. 

VII. RECOMMENDATIONS 

l . The label claims (as supported by MR1D No. 459330-0l) are acceptable regarding the use of 

the product) Sani-\Vipe, as a food contact surface sanitizer against Shigella· haydii (A TCC 9207} 

in the prese,nce of a 5% organic soil load on har-d. non-porous surfaces for a contact time of 30 

seconds. 
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